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Claims 62-103 arc ponding. Claims 82 and 103 are mneiided. Claims 104-114 
arc aiklcd. Support for the ameiidmenis is found ihroaghout the specification as 
originally ftlcd, and no new matter is added. Reconsideration of the application is 
respect fully requested. 



Claims g2-S9, 91, and 103 arc rejected under 35 U.S.C. § 1 03(a) as being 
unpatentable ovci- Roscmnan et al, (US Pat. No, 6,478,776) in view of RoscnwoW (US 
Pnl No. 4,678,466) and claim 90 further in view of Johnson (US Pat. No. 5,972,027). 
Applicants respectfully traverse. 

Applicants rccito> in amended claim 82, a method for Irvating a patient comprising 
providing a dcliveiy device comprising a non-linear shaped body member having at least 
two dcvialioiis from a Hncai- path and a cap member that abuts an incision through which 
the device is inserted to stabilize the device once implanted; and inserting into a patient 
ear the device, whereby the device is inserted into the ear through an incision until the 
cap nicmbor abuts the incision, and wherein the body member resides in the patient ear 
and a therapeutic substance is administered to tl^e patient via Ihc body member. 

Applicants recite, in amended claim 103, a method for treating a patient 
comprising pi'oviding a delivery device comprising a therapeutic subslajico and a non- 
linear shaped body member having at least two deviations from a linear path and a cap 
member thai abuts an incision through which the device is inserted to stabilize the device 
onco implanted; and insexliiig the device through an incision in a patient ear until the cap 
member abuts the incision, whereby the body member resides in the patient car and tlie 
t!icrai>cutic substance is administered to the patient via the body member, 
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Roscnman ajid Roscnvvald, alone and in combination, at least fails to teach or 
fiuggcst (a) a device for ijiscition into Ihc car through an incision (i.e. a device for 
insertion into the car tissue) and (b) a cap member that abuts an incision through which 
ll^e device is inserted for stabiliy.ing the device onco it is intplanlcd. 

Roscnman describes a catheter system and drug delivery structure specifically 
ndupted for iiiscrlion into the heart. Rosenmat) does not teach or oven suggest the 
insoition of such a device into the car. Further, as shown in Fig. 16» Rosenman*s drug 
delivery slnicturc 12 is hnplantcd within the myocardium so that the proximal tip 38 of 
the structure 12 is at depth below the endocardial surface 44. Roscnman specifies that 
(Ins placement is important because it allows the endocardium to heal over the small 
wound created by implanting the device such that the dnig delivery structure will be 
iscalcd off from the circulating blood within the heart chamber (See e,g. co. 10 line 62 - 
col 1 ] , line 9 and col. 14, line 16- col. 1 5, line 8), Tims, the head 56 shown in Hgs. 1 8 
and 19 situated on the proximal end of Rosenman's drug delivery structure 12 must be of 
a diameter that is smaller or at most equal to the diameter of the drug delivery structure 
12 so lhat when placed, with the distal end of the structure beneath the endocardial 
surface, (he head 56 is also beneath tlie surface so that the wound may heal and seal off 
the device fmm the circulating blood. That is, tlac head 56 is uot used to stabilise the 
Koscninnn device since it is not coufigured to remain outside the insertion incision. 

Rosenwald docs not remedy these deficiencies. Roscnwald describes a 
medication delivery vehicle that is inserted into channcMikc orifi ces, conduits, or vcs s ols 
tha( lend to the jmrticular orcan to which medication delivery is sQU£*ht . Ulic Roscnwald 
vehicle, as sliown in Fig. I, is provided in a truncated conical shape so that body fluids 
may pass by it once it is impUmled (Sec e.g., col. 3, lines 56-60). Roscnwald docs not 
teach or even suggest inserting the vehicle into the ear tissue ihrougli an incision, hi fact, 
the vehicle IS configured specifically to operate within bodily conduits, orifices, vessels 
and Ihci like (Sec col. 3, line 48 -lino 64), such as the car canal 50 (Fig. 7; col. 9, lines 14- 
21). h'nrUier, Roscnwald docs not teach or suggest a cap member of any type that abuts 
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an incision lliroxigh which the device is inserted for stabili5iij)g the device once il is 
implanted, Ratlicr, according to Roscnwald, tlic truncated conical shape of the vehicle 
assures sccuie retainmcnt of the vehicle in the precise, implanted position. (Sec e.g. col. 
2. hncf; 60-64; col. 6. lines 15-20) 

1 hcrcfore, even if Roscnnian and Rosenwald were combined, the present 
invention would not be obtained. 



III view of the foregoing^ it is submitted that each of claims 82 and 103 and ali 
dependent claims arc in condition for allovyance. Favorable coivsidcralion and prompt 
allownncc of the application arc respectfully requested. 

rf the lixaniiner feels that prosecution of the present application can bo matenally 
advanced by a telephonic interview, the undersigned would welcome a call at the nximl)er 
listed bclowp 

If for any reason a fee paid is inadequate or credit is owed for any exce<ss fee 
p;n'd, you are hereby authorized and requested to charge or credit Deposit Account No. 
04-1 105 under Order No. 56086 C2 (71699). 

Dated: (^^m^ a V, 



isa Swfszcz ll\j<zar^ 
Icgisjiration No.: 4^^^ 

?ARDSi ANGEIiriV^LlvrRR & DODGE, 

LLP 

RO. Box 55S74 
Boston. Massachusetts 0220S 
(617)439-4444 
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